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UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

5‘1-e'OOiq 21^5^ 

FORM APPROVED , jj 
0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

6ndCj2 LC^orrA+ipriCS 

U:lc) CV-tv^e . 

<?icVi^Vwrs.t-AirO( , iTlP 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCAVOHS(sites) 

See Attached Listing | 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) j 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, cm* 
tranquilizing drugs were 
used. 

E, Number of animals upon which teaching, 
experiments, research, surgery'or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO, 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

.52 

3 MS 


3 


5, Cats 

O 

0 

0 

0 

o 

6. Guinea Pigs 

0 

\0 

6 

0 

to 

7. Hamsters 

0 

0 

0 

C) 

0 

8. Rabbits 


irid 

SR 

3 

1366 

9. Non-Human Primates 

iS 


3o 

b 

152^ 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

D 

D 

o 

12, Other Farm Animals 












13. Other Animals 





0 



















1 ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research fadlily. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a bnef explanation of the exceptions, as well as the species and number of animals affected 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use . 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


.SIRNATIIRF OF r F n OR IMSTITI ITiriNAI flFFiriAl 


MAMF X. TITI F np r F n r»P lUFTITimniUfll nFFiriAl fTi/no Prinll 


b6,b7c 


DATE SIGNED 




APHIS FUKM 7US!3 

(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 


b6,b7c 






















































ANNUAL REPORT OF RESEARCH FACILITY 

Certificate Number: 51-R-0079 1 

Customer Number: 21555 


3. Reporting Facility 


Bridge Global Pharmaceutical Services, Inc. 
(Formerly Gene Logic Laboratories, Inc.) 


b2, b7f 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY 

Column E Explanation (Amendment to 2007 report) 

1. DOGS 

Species : Beagle Dog 
Study : b4 

AnimalNumPer : 14yu0 
Test Group/Sex : 17F 
Justification : 

Current Food and Drug Administration (FDA) policy requires the use of rodent and non-rodent species for 
chemical compounds when data will be submitted for Individual New Drug applications. Study designs 
follow the Good Laboratory Practice (GLP) for Non-clinical Laboratory Studies (FDA 21 CFR Part 58) and 
are based on International Committee on Harmonization (ICH) Harmonized Tripartite Guidelines of 
Technical Requirements for Registration of Pharmaceuticals for Human Use, Organisation for Economic 
Co-operation and Development (OECD) Guidelines for Testing of Chemicals, and/or Japan Ministry of 
Health, Labor, and Welfare (MHLW) Agency for Healthcare, Research and Quality Agency for Toxic 
Substances. Because this study was conducted in accordance with regulatory guidelines, alternatives could 
not be considered. Route of administration was based on intended delivery route for humans. 

Summary: 

This anima l nartirinate d in The niimos e of this 

test article (b)(4) ^ , Theanimah ,a 

clinical observation of (b)(4) was noted for this animal. At the A.M mortality check on ([ 3 )( 4 ) 
animal was found dead. 


Species : Beagle Dog (amended from original submission) 

Study : _b4 

Animal Number : 14482 
Test Group/Sex : IF 
Justification : 

Current Food and Drug Administration (FDA) poiicy requires the use of rodent and non-rodent species for 
chemical compounds when data will be submitted for Individual New Drug applications. This study was 
conducted in compliance with current FDA Good Laboratory Practices for Non-clinical Laboratory Studies 
(21 CFR Part 58). Because this study was conducted in accordance with regulatory guidelines, alternatives 
could not be considered. Route of administration was based on intended delivery route for humans. 
Summary: 
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ANNUAL REPORT OF RESEARCH FACILITY 

Certificate Number; 51-R-0079 I 

Customer Number: 21555 

This animal partidpated iip b4 ^^^^Bst ud y. The purpose of this study was to 

evaluate the| (b)(4) different test articles in 


(b)(4)_ 

observation o 


_ aogs. 

(b)(4) 


me anima l was| 

was noted tor this animal. 


(b)(4) 

1 tie veterinarian was immediately 


called and examined the dog. The reaction had 


(b)(4) 


b4 . Therefore, th^eterinariaimave the 

directive to closely monitor the animal. The last observation was noted and at that time 

was noted that the condition had improved. At| b4 the animal was noted to appear normal. 

The animal finished the study without any further incident. 


(amended from original submission) 


Species : Beagle Dog 
Study : ^'(bK^) 

Animal Number : 14481 
Test Group/Sex : IM 
Justification : 

Current Food and Drag Administration (FDA) policy requires the use of rodent and non-rodent species for 
chemical compounds when data will be submitted for Individual New Drag applications. This study was 
conducted in compliance with current FDA Good Laboratory Practices for Non-clinical Laboratory Studies 
(21 CFR Part 58). Because this smdy was conducted in accordance with regulatory guidelines, alternatives 
could not be considered. Route of administration was based on intended delivery route for humans. 
Summary: 


This animal participated in a 


b4 


(b)(4) 


dogs. 

was observed as navmg 


[study . The purpose of this study was to 
difierenttestartcles in 

animal 


The veterinarian was immedjatelvcalledande^m ined the dog. The 
b4 the animal was 


observed! 


(b)(4) 


'Th erefore, the veterin arian gave the directive to closely monitor the animal. 


The last ob servation was noted at 
improved. (b)(4) 

without any further incident. 


(b)(4) ind at that time was noted that the condition had 
the animal was noted to appear normal. The animal finished the study 


II. MONKEYS 


Species: Monkey 

Study : b4 

Animal Number : 14U10 
Test Group/Sex : 2F 
Justification : 

This study was conducted in compliance with US Food and Drag Administration (FDA) Good Laboratory 
Practice (GLP) Regulations for Non-clinical Laboratory Studies (21CFR Part 58), International Committee 
on Harmonization (ICH) Guideline (S4 and S4A), Organisation for Economic Co-operation and 
Development (OECD) Guidelines for Testing of Chemicals GLP [ENV/MC/CHEM(98)17], as well as 
Japanese Ministry of Health, Labor, and Welfare (MHLW) No. Ordinance 21. The monkey was selected 


b4 


b4 


“^4 for the test article. Because this study was conducted in accordance 

with the regulatory guidelines, alternatives could not be considered. 

Summary : 

study. This purpose of this study was to _ 


This animal participated in a 

^■1 b4 


(b)(4) 


(b)(4) 


(b)(4) 

The 


test article (b)(4) to monkeys fori 

following statement was included in this protocol: “In the eyent of severe toxicity in which decisions are to 
be made regarding treatment or euthanasia of a study animal, the [Bridge] veterinarian and Study Director 
will preserve the right for subsequent action.” The inclusion of this statement allows intervention aimed to 
alleviate pain or distress. 
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Customer Number: 21555 


200 


The animal had completed nineteen weeks of dosing, and death occurred on Study Day 130. b4 

b4 

b4 The animal was found dead prior to dosing later that afternoon. 

Species: Monkey 
Study : ' (b)(4) 

AnimallNumber : 14014 
Test Group/Sex : 3M 
Justification : 

This study was conducted in compliance with US Food and Drug Administration (FDA) Good Laboratory 
Practice (GLP) Regulations for Non-clinical Laboratory Studies (21CFR Part 58), International Committee 
on Harmonization (ICH) Guideline (S4 and S4A), Organisation for Economic Co-operation and 
Development (OECD) Guidelines for Testing of Chemicals GLP [ENV/MC/CHEM(98)17], as well as 

Japanese Ministry of Health, Labor, and Welfare (MHLW) No. Ordinance 21 . The monkey was selected 

— 

b4 of the test article. b4 

b4 for the test article. Because this study was conducted in accordance 

with the regulatory guidelines, alternatives could not be considered. 

Summary : 

This animal participated in a , This p ur pose of this study was to eva luate the {b)(4) 

and (b)(4) |of a test article administered (b)(4) The 

following statement was included in this protocol: “In the event of severe toxicity in which decisions are to 
be made regarding treatment or euthanasia of a study animal, the [Bridge] veterinarian and Study Director 
will preserve the right for subsequent action.” The inclusion of this statement allows intervention aimed to 
alleviate pain or distress. 


The animal completed nineteen weeks of dosing, and death occurred on Study Day 133. b4 

b4 

(b)(4) At the A.M. cageside observation on Study Day 133, the animal was found dead. 

Species : Monkey 

Study : (b)(4) 

Animal Number : 14028 
Test Group/Sex : 4F 
Justification : 

This study was conducted in compliance with US Food and Drug Administration (FDA) Good Laboratory 
Practice (GLP) Regulations for Non-clinical Laboratory Studies (21CFR Part 58), International Committee 
on Harmonization (ICH) Guideline (S4 and S4A), Organisation for Economic Co-operation and 
Development (OECD) Guidelines for Testing of Chemicals GLP [ENV/MC/CHEM(98)17], as well as 
Japanese Ministry of Health, Labor, and Welfare (MHLW) No. Ordinance 21. The monkey was selected 



b4 

b4 

for the test article. Because this study was conducted in accordance 


with the regulatory guidelines, alternatives could not be considered. 

Summary : 

This animal participated in a _ This purpose of this study was to evaluate the] ('^K^) 


b4 of a test article administered ^ (k)(4) The 

following statement was included in this protocol: “In the event of severe toxicity in which decisions are to 
be made regarding treatment or euthanasia of a study animal, the [Bridge] veterinarian and Study Director 
will preserve the right for subsequent action.” The inclusion of this statement allows intervention aimed to 
alleviate pain or distress. 
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Certificate Number: 51-R-0079 t I ^ -.p 

Customer Number: 21555 

This animal completed sixteen weeks of dosing, and died on Study Day 111 b4 

b4 However, the animal was found dead 

at the A.M. room check on Study Day 111. 


Species : Monkey 

Study : bf 

Animal Number : 05106 
Test Group/Sex : 2M 
Justification : 

Current FDA policy requires the use of rodent and non-rodent species for chemical compounds when data 
will be submitted for Investigational New Drug applications. This study was conducted in compliance with 
current FDA Good Laboratory Practices for Non-clinical Laboratory Studies (21 CFR Part 581. 

b4 


Summary: 

This animal participated in a b4 

study. This purpose of this study was to| 

(b)(4) 

b4 the test article 

(b)(4) 

In addition the study 


b4 

The 


following statement was included in the protocol: “In the event of severe toxicity in which decisions are to 
be made regarding treatment or euthanasia of a study animal, the Bridge GPS, Inc. veterinarian and the 
Study Director will reserve the right for subsequent action.” This statement is included to allow 
intervention aimed to alleviate pain or distress. 


The animal completed six days of dosing . b4 

b4 

moribund. The animal died before euthanasia could be administered. 


which was deemed 


Species : Monkey 

Study : _ b4 _ 

Animal Number : b4 

Test Group/Sex : M 
Justification : 

Current FDA policy requires the use of rodent and non-rodent species for chemical compounds when data 
will be submitted for Investigational New Drug applications. This study was conducted in comp liance wi th 
current FDA Good Laboratory Practices for Non-clinical Laboratory Studies (21 CFR Part 58). 

Summary : 

The animal arrived from the vendor on (k)(4) 

(k)(^) m The veterinarian was ennsiilted and found the animal to 

(b)(4) _ The animal was administered (b)(4) pla ced on a 

(k)(4) A rTb )(4)'^was provided in the animal’s cage, and offered (b)(4) At (k)(4) 

animal was re-evaluated by the veterinarian. The animal had eaten and there was no ev idence of pain or 
distress. ^(k)(4) he anima l was examined again by the veterinarian. It (*^)(f)^^Jbut there was 
(b)(4) Again, there was no evidenc^^taino^istress. n®Bthe veterinarian 

examined the-jmirreu_agam. There was a small amount of ^B(b){4)^|but otherwise the condition was 
unchanged, (b)(4) be next morning, the animal was found dead in its cage. 

Species : Monkey 
Study : 05051 (stock) 

Animal Number b4 
Test Group/Sex : F 
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Customer Number: 21 555 

_jy|||^£ 2 tion: This animal was received as part of a shipment on (b)(4) ^nd wa s assigned to study (b)(4) 
"^(bK^^she was an extra, and therefore placed into our stock colony on (b)(4) where she was found dead 


Summary : 

The animal was noted as normal at her previous cageside observation. | 
was found dead in her cage. Necropsy observations indicated t 
b4 


b4 


b4, (b)(4) 


III. RABBITS 

Species : Rabbit 
Study : 

Animal Number : 14926 
Test Group/Sex : IF 
Justification : 

The rabbit was selected because it is one of the standard species for use in toxicology studies. 
Additionally, this study is b4 ^^^^^^Bstudy in rabbits. 

Rabbits b4 Because this study 

in conducted in accordance with these regulatory guidelines, alternatives could not be considered. 
Summary : 

This animal was part ol b4 of di e test article. 

. . b4 ^ . . . . the animal 

was found dead in her cage . 114 

b4 


Species : Rabbit 

Study : b4 

Animal Number : 14759 
Test Group/Sex : 2M 
Justification : 

b4 

. This study was conducted in 


compliance with current GLP Regulations (21 CFR Part 58). 
Summary : 

^n^nima^as part (| 


b4 



At the animal’s cageside obseryation 


b4 


.of a test article when administered 
, the animal was observed as 


that same day, the animal was found dead prior to dosing. 


I » ^ 

Animal Number : 14785 
Test Group/Sex : 3F 
Justification: 


b4 

b4 1 his sUidy was conducTed m 

compliance with current GLP Regulations (21 CFR Part 58). 

Summary : 

This animal was part of ■ b4 study to eyaluate test article when administered 

(b)(4) At the animal's cageside observation oi (b)(4) he animal was observed as 

normal. b4 that same day, the animal was found deau prior lo uusmg. 
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